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FOR FURTHER ACTION ^ Notification of Transmittal of International 

Preliminary Examination Report (Form PCT/IPEA/416) 


International application No. 
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International filing date (day/month/year) Priority date (day/month/year) 

24 October 2003 (24.10.2003) 25 October 2002 (25.10.2002) 


International Patent Classification (IPC) or national classification and IPC 
A61K 3 1/7048, A61P 1/00, 1/10, C07H 17/08 


Applicant 

CHUGAI SEIYAKU KABUSHIKI KAISHA 



1 . This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 



2. This REPORT consists of a total of 



. sheets, including this cover sheet. 



□ ThiS ? P ° rt iS aU ° accompanied b y ANNEXES, i.e., sheets of the description, claims and/or drawings which have been 
amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see Rule 
70. 1 6 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of 



. sheets. 



This report contains indications relating to the following items: 
Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

SfSS^l!?^ 11 ? 111 ^ der Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement HH 7 ' 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 
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BEST AVAILABLE COPY 



INTERNATIONAL P 



ARY EXAMINATION REPORT 



Inte s r PFIiiBapplication No. 

PCT/JP2003/013627 



I. Basis of the report 



1. With regard to the elements of the international application:* 
the international application as originally filed 
the description: 



□ 



pages 
pages 



□ 



, filed with the letter of 



as originally filed 
filed with the demand 



the claims: 
pages 



pages 
pages 



, as originally filed 

, as amended (together with any statement under Article 19 
, filed with the demand 



□ 



filed with the letter of 



the drawings: 

pages 

pages 



, as originally filed 

, filed with the demand 



the sequence listing part of the description: 
pages 
pages 
pages 



filed with the letter of 



m , filed with the letter of 



, as originally filed 

filed with the demand 



Z A^J! 8 ™? t0 ? Q kp^W a11 £e elements marked above W{ *e available or furnished to this Authority in the language in which 
tiie international application was filed, unless otherwise indicated under this item wiguagc 

These elements were available or furnished to this Authority in the following language which is: 

LJ the language of a translation furnished for the purposes of international search (under Rule 23 . 1 (b)). 
I — the language of publication of the international application (under Rule 48.3(b)). 

0^553^° ° f ^ tranSlati ° n fumished for ±c Purposes of international preliminary examination (under Rule 55.2 and/ 

nltj^ZV? ™K- nuc!eotide . * nd/or a »*»° . acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing* 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

LJ The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. M e 

The amendments have resulted in the cancellation of: 

□ the description, pages 

the claims, Nos. . 

the drawings, sheets/fig 

5. □ V** r l p ? n has been established as if (some of) the amendments had not been made, since they have been considered to go 
beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* X^Z^if 56 ^- h ? ve J; e ™/ ur >\M><>d "> receiving Office in response to an invitation under Article 14 are referred to 
and 70.17) originally filed" and are not annexed to this report since they do not contain amendments (Rule 70.16 

*♦ Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 
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Internat^^Lapplication No. 

^Jary examination report ^Pr/ 



r/JP03/13627 



III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



1. The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious), or to be 
industrially applicable have not been examined in respect of: P K oovious,, 

the entire international application. 

claims Nos. 10 ' 



because: 



the said international application, or the said claims Nos. iq 

relate to the following subject matter which does not require an international preliminary examination (specify): 



The subject matter of claim 10 relates to a method for treatment of the human body by therapy, which 
does not require an international preliminary examination by the International Preliminary Examining Authority 
in accordance with PCT Article 34 (4)(a)(i) and Rule 67. 1 (iv). 



I I the description, claims or drawings (indicate particular elements below) or said claims Nos. 
1 — 1 are so unclear that no meaningful opinion could be formed (specify): 



□ toe claims, or said claims Nos. — are so inadequately supported 
by the description that no meaningful opinion could be formed. 

no international search report has been established for said claims Nos. __ 10 



2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/or amino acid 
sequence listing to comply with the standard provided for in Annex C of the Administrative Instructions: 

|~| the written form has not been furnished or does not comply with the standard. 

I | the computer readable form has not been furnished or does not comply with the standard. 
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INTERNATIONAL PRELUM ARY EXAMINATION REPORT 



Internatju^application No. 

YJP03/13627 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. Statement 

Novelty (N) Claims YES 

Claims \_g NO 

Inventive step (IS) Claims YES 

Claims \_g NO 

Industrial applicability (IA) Claims 1_9 YES 

Claims NO 



2. Citations and explanations 



Document 1: WO, 00-09530, Al (Takeda Chemical Industries, Ltd.), 24 February, 2000 (24.02.00) 
Document 2: WO, 97-31930, Al (Takeda Chemical Industries, Ltd.), 4 September, 1997 (04.09.97) 
Document 3: WO, 01-60833, A2 (Kosan Biosciences, Inc.), 23 August, 2001 (23.08.01) 
Document 4: WO, 93-13780, Al (Abbott Laboratories), 22 July, 1993 (22.07.93) 

Claims 1-9 

The subject matters of claims 1-9 do not appear to be novel or to involve an inventive step in view of 
documents 1-3 cited in the ISR. 

Document 1 describes that an erythromycin derivative represented by formula (III), especially N- 
demethyl-N-isopropyl-8,9-anhydroerythromycin A-6,9-hemiacetal, is useful as a drug for preventing or curing 
the constipation caused by the administration of morphine or anti-cancer drugs. 

Document 2 describes that an 8,9-anhydroerythromycin A-6,9-hemiacetal derivative represented by 
formula (VI) is useful as a drug for preventing or curing the constipation caused by the administration of 
morphine or anti-cancer drugs. 

Document 3 describes that a compound represented by formula (VI) has excellent pharmacological and 
pharmacokinetic properties for curing chronic constipation (colon inertia). 

A person skilled in the art could have easily changed some of substituent groups within a range of similar 
groups in the inventions described in documents 1-3 for providing an erythromycin compound useful for 
curing/preventing equivalent constipation. 

The subject matters of claims 1-9 do not appear to involve an inventive step in view of document 4 cited 
in the ISR. 

Document 4 describes that an erythromycin is an effective protrusive excursion agent and is effective for 
curing chronic constipation (colon inertia). So, a person skilled in the art could have easily attempted to find a 
constipation curing effect in another publicly known erythromycin. 
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